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Office Action Summary 



Application No. I Applicants) 



Examiner 



Group Art Unit 



-The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE. MONTH(S) FROM THE MAILING DATE 

OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a repry be timely filed after SIX (6) MONTHS 
^^^SS^ZtS than thirty (30) days, a rep, within the statutory minimum of thirty (30) days will be considered time,. 

- Zl is specified above, such period shall, by default, expire SIX (6) MONTHS from the ' 

- Failure to reply within the set or extended period for reply will, by statute, cause the appl.cat.on to become ABANDONED (35 U.S.C. § 133). 



Status 

^Responsive to communication(s) filed oil- 
s' This action is FINAL. m 
□ Since this application is in condition for allowance except for formal matters prosecution as to the merrts is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 



Disposition of Claims 

& Claim(s) , 7! -^fro^uD 



Of the above claim(s) 

□ Claim(s)— 

? Claim(s): - >* t 7 , , 7* , ^ - >^ g * 

□ Claim(s)- 

□ Claim(s) — 



_ is/are pending in the application. 
. is/are withdrawn from consideration. 
_ is/are allowed. 
_ is/are rejected. 

- is/are objected to. 

- are subject to restriction or election 
requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 11 9 (a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All DSome* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

Certified copies not received: 

Attachment(s) 



□ Information Disclosure Statement(s), PTO-1449, Paper No(s).. 
^Notice of Reference(s) Cited, PTO-892 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 



□ Interview Summary, PTO-413 

□ Notice of Informal Patent Application, PTO-152 

□ Other 
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U. S. Patent and Trademark Office 
PT0-326 (Rev. 9-97) 



•U.S. GPO: 1997-433-221/62717 



Part of Paper No. 
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Application/Control Number: 08/763,267 
Art Unit: 1645 



Response to Amendment 

1. The amendment filed 11-2-98 and information disclosure statement filed 12-21-98 have 
been entered into the record. 

2. The text of Title 35 of the U.S. Code not reiterated herein can be found in the previous 
office action. 

Rejections Withdrawn 

3. The rejection of claims 1-13, 17- 20, 31-44, 48, and 49 are rejected under 35 
U.S.C. 102(e) as being anticipated by Ilium (U.S. Patent No. 5,707,644, filed May 21, 1993) is 
withdrawn based on applicants amendments. 

4. The rejection of claims 1, 3-12, 17, 19, 20, 21, 26, 27, 28, 34-43 and 50-56 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Durrani et al (WO 91/16882, published 14 
November 1992) is withdrawn based on lack of evidence that the phospholipids in Durrani et al 
are enhancers of absorption. 

Rejections Maintained 
Double Patenting 

5. Claims 1-3, 11-16, and new claims 61-100 are rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1-33 of U.S. 
Patent No. 5,581 ,998 is maintained for reasons previously made of record. The terminal 
disclaimer filed with the response has not been considered because it was not accompanied by 
the appropriate fee and the terminal disclaimer had non-initialed, non-dated changes to the 
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company name. Correction o, the terminal disclaimer and the fee are required in order to obviate 
the outstanding obvious double patenting rejections. 

6 Claims 21, 22, 28-32 and 51-100 are rejected under the judicially created doctrine of 
obviousness-type double patent as being unpatentabie ever claims 1-20 of U.S. Patent No. 
5 506 203 is maintained for reasons previously made of record for claims 21 , 22, 28-32 and 51- 
60. The terminal disclaimer filed with the response has no, been considered because ft was no, 
accompanied by the appropriate fee and the terminal disclaimer had non-initialed, non-dated 
changes to the company name. Correction of the terminal disclaimer and the fee are required ,n 
order to obviate the outstanding obvious double patenting rejections. 

Claim Rejections ■ 35 USC §112 

7 Claims 1-16. 21, 22, 26-32, and 50-100 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for a pharmaceutical common comprising 
insulin or C-pepSde c, insulin and an enhancer compound which has a consistency ft* permits it 
,o be processed into primary particles having a diameter less than 10 microns, said composition 
in the form of a dry powder, methods of administration of the pharmaceutical common and 
devices containing <he pharmaceutical composition, it does no, reasonably provide enablemen, 
,o, generic pharmaceutical polypeptides se, forth in the daims, methods o, administration or 
devices containing the pharmaceutical composftion. The specificate does not enable any 
person sailed in the art to which i, pertains, or wfth which i, is most needy conneCed, to use the 
invention commensurate in scope with these daims. The rejection is maintained for reasons 
made of record for claims 1-22 and 26-60 in Paper No. 24, mailed 4-28-98. 
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Appiican* agents have been care,* conned bu, are no. persuasive ,or reasons 
S e« ,0* beiow. AppNcan* argue ,ha, one «ed in .he art wouid .nown how .0 .rea. Cher 
diseases , llgh , o, . h e art and .eaonings o, *e specimen -o, undue exp.n.en.aUon. 
Appr.can^rs.argue.haUheciairnsdono.reoKe.rea^en.o.sp.c.cdiseases.Tnisisno. 

persuasives Cai.s are no. mere, commons ,or respiratory bu, pham,aceu*cai 
^posflon, The,ernV.pharrnaceu«« 

Mmp o*n in ,e .rea.men, o. any disease. The Cairns drawn .0 - - 

^^^-^^^^^"^^"^ 

per se bu, ,0 phan.aceu.ica, compcsKions which is given weigh, in an enabiennen, re^on. 
Appl ican.s c,a im s are no, n-, draw, ,0 n,e«,ods 0, deiive. 0, a P ep,ide o, interest bu, a 
pharmaceu,,ca, pep,ide. Thus, »he term "pha—r imp-y impiies .reason. 0, disease. 

,p, i des,o*er,haninsu l in.App ll can,sa l soar g ue,a.one SWI ,ed,n,eartwo U idrea l i Z e.ha, 

m eans ,or ,rea,men, and me.hod o, deiivery o,«he pharmaceu,ica, compost is respira.ory. 
^ „, m od«es 0, ,he use 0, ,he pepides in ora, or ,n,avenous me,hods does no, 
speauo - predict* 0, deiivery o, ,esp,ra,o. pbarmaoeu,icais. Cieariy. a„he «me ,he 

unpredictebie because ,he pharmacoiogicai Kine,ics 0, ,he pep«e 0, protein are unprediCabie. 
unp re dic te bie(Pa«on.,WOS4,07 5 14;seepage 1 - 2 ,.Thus,a,,he«rneo f f, ll ng,,hea rt was 
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no, so develops that a—ion by .he respirator route of pharmaceutic* reagent to 
achieve systemic deliver was predicts. The daims are draw, to respiratory ******* 
composes and methods o, systemic deliver o. the fimm~»» —ions by the 
prater, route. Cleady, ft. specification must therefore teach how to treat disease ahd 
achieve systemic administration by the respiratory tract. Appiicants provide pharmaceu«ca, 
formations of ft. Physicians Desk Reference (Exhibit C, which are used to treat drsease. 
These pharmaceutic* compositions are no, respirator compositions as claimed. These 
pharmaceutics comp.si.ions are no, administered by the iower respiratory route by mouth. 
Therefore, even t one wouid Known wha. diseases were associated «h lowered leveis of 
peptide hormones ,ea, .he specif lacKs dosages which achieve .he approve systemrc 
ooncen.ra.ion by <he respirator route .0 achieve effective .rea.men. as is required by a 
pharmaceufcal compost. Applicants also provide evidence .ha, some models (ExhibKs D-G, 
were availabie ,0 test for systemic therapeutic ievels. This is no, fuiiy persuasrve because the 
evidence is no, commensurate in scope with the claims and the methods are drawn ,0 
respirator delivery which is nc, taugh, b, the reference, Applicants aiiege tha, such tests are 

teaching 0. ,he spec.ca.icn. This is no, persuasive because a. me time the invention was 
made respiratory deliver 0. systemic acting peptK.es was considered by the an to be 
unpredictable (Patten, , WO 94,0751., see page 1-2). Thus, more than routine experiment 
would be required by the skilled artisan. Applicants provide WO 96,19206 as evidence 0, me 
operability of the invention. This evidence is no. commensurate in scope w«h the cla,ms. 
The rejection is maintained. 
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. The rejection of Cairns 1,3-12 under 35 U.S.C. 102(b) as being an,,dpa,ed by Schipper 
e, a. (Phan.aceu.ic Resear*, 10(5):682-686, pubiished Ma, 1993) is maintained fcr reasons 
made of record in Paper No. 24, mailed 4-28-98, 

Applicant allege ft* -he process of Shipper would resui. in larger particles and parties 
„, ,ess man 10 microns in diameter maximizes deposition in the ,ungs. Appticants aiiege tha, 
Shipper does no, describe or suggest a powder composition where at teas, 50% of fte tota, 
mass o, adve compounds are particies o, 10 microns or iess. This is not P ersuas,e the ciaims 
r e.,e optiona, agglomerates. Moreover, the composHion must be ab,e to be processed into 
primary pa*,es having a diameter less than 10 microns. The composition is "compnsing- and ,s 
option* aggiomera.es. The dry powder compost is "comprising" and is not iimited to 
processed primary particies where 50% of the tota. mass of active compounds are pnmary 
particles o, 10 microns or ,ess. Applicants' deciaraticn is no. persuasive because it does no, 
provide evldenc ,o support .he opinion ft* .he agglomera.es o, .he art are drrferen, from the 
claimed compositions. 

New Rejections Based on Amendment 
9 Claims 1-16 and 98-100 are rejected under 35 U.S.C. 112, f,rs, paragraph, as containing 
subiec. matter which was no, deschbed in ft. specimen in such a way as ,o reasonably 
convey to one sKilled in the relevant artthat the inventory atthe time the application was filed, 
had possession of the claimed invention. This is a new matter reieotion. 

Applicants have amended the claims to recite tha, the pharmaceutical ccmpos,.,on ,s 
■non-hygroscopic-. Appllcan* poin, ,o pages 12 and 14 for suppor, for ,his charaOeriza.ion o, 
ft. ,o,a. pharmaceuSca, compost (pep.ide/enhancer). The passages o, page 12 does no, 



* • 
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support .his characteristic o, the pharmaceutical composHion perse because i, discusses the 
nature of the counterion for ionic enhancers may influence me powder properties such as 
hygroscopic!*. does no, support the concept of a non-hygroscopic powder. I, is merely a 
teaching the, the choice o. counterion in an ionic enhancer may influence powdering propert.es. 
„ does no. support the conception, tha. applicants had a, the time o, filing conceived o, me 
invenfion as a non-hygroscopic powder. As .0 the passage of page 14, .he passage discusses 
th e properties o, Cher addles .0 the polypeptide/enhancer combination and no. characterises 
o, .he d* powder ,ormu,a.ion perse. It does no. support the concepflon. tha. applied had a. 
the time of filing conceived of the invention as a non-hygroscopic powder. 

Status of Claims 

10. All claims stand rejected. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded 0, ,he extension of time policy as 



11. 



set forth in 37 CFR 1 .1 36(a). 

A shortened s.a.u.0* period for response ,0 .his final action is set to expire THREE 

the THREE-MONTH shortened statutory period, then the shortened statute* pen* will expire on 
, h eda,e.he advisory action ismailed.and any ex.ension.ee pursuant, 37 CFR 1,36<a,W,„ be 

response extfre later than SIX MONTHS from the date of .his final action. 



* 
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• ♦ o nonPra i nature or relating to the status of this general application should 
L,5:r«S »^ "Umber is ,703, 308-0196. 

Papers relating to .his application ^.^^^SS^Z 1^°"* 
16 40 by facsimile transmission. The ^^.^^^^Lid .pplicantwshto 

Any inquiry concerning this communication or f^^^^^^ 
should bedimed to A^ufry, Ph^hose^^^ 

S3?K S^&">!!SSS^ supOTisor ' An,hony capu,a 

can be reached at (703) 308-3995. 



Patricia A. Duffy, Ph.D. 
January 18, 1999 



Patricia A. Duffy, Ph.D. 
Primary Examiner 
Group 1600 



